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To whom it may concern: 

I am strongly opposed to a section in the proposed rules regarding donor oocytes for 
1VF;described in “Suitability Determination for Donors of Human Cellular and 
Tissue-Based Products,” regarding the requirement to cryopreserve and quarantine 
donor obtiytes. ” ” : 

Why would the FDA impose such a. requirement? Has there been even a single case 
reported in the world’s medical or lay literature describing the transmission of HIV, 
Hepatitis; or any other sexually transmitted disease by oocyte donation? This type of 
report, if it existed, would demand immediate attention from our medical societies as 
o&$-red with: the transmission of HIV with fresh semen. To my knowledge, there is 
no report in any.source that has indicated that oocyte donation is a risk: 

What would be the harm of such an imposition of donor oocyte cryopreservation and 
quarantine? Pregnancy and delivery rates would be markedly lowered with 
cryopreservation, compared to fresh cycles. In our program, the delivery rates would 
be lowered by more than one-half. Our outcomes are comparable to national 
outcomes. 

As success for these procedures is lowered, the cost for success skyrockets. Oocyte 
donation is already a very expensive procedure. If a requirement to cryopreserve 
embryos were imposed by the FDA, oocyte donation would become limited to the 
extremely wealthy. 

I totally support use of the guidelines of oocyte donor selection and screening 
recommended by the’ AmeriCa Society of Reproductive, Medicine. .If the FDA 
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